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shall thereafter apply to the article un-
less the device is labeled as required by 
§ 801.109. 

§ 801.128 Exceptions or alternatives to 
labeling requirements for medical 
devices held by the Strategic Na-
tional Stockpile. 

(a) The appropriate FDA Center Di-
rector may grant an exception or alter-
native to any provision listed in para-
graph (f) of this section and not explic-
itly required by statute, for specified 
lots, batches, or other units of a med-
ical device, if the Center Director de-
termines that compliance with such la-
beling requirement could adversely af-
fect the safety, effectiveness, or avail-
ability of such devices that are or will 
be included in the Strategic National 
Stockpile. 

(b)(1)(i) A Strategic National Stock-
pile official or any entity that manu-
factures (including labeling, packing, 
relabeling, or repackaging), distrib-
utes, or stores devices that are or will 
be included in the Strategic National 
Stockpile may submit, with written 
concurrence from a Strategic National 
Stockpile official, a written request for 
an exception or alternative described 
in paragraph (a) of this section to the 
Center Director. 

(ii) The Center Director may grant 
an exception or alternative described 
in paragraph (a) of this section on his 
or her own initiative. 

(2) A written request for an exception 
or alternative described in paragraph 
(a) of this section must: 

(i) Identify the specified lots, 
batches, or other units of the medical 
device that would be subject to the ex-
ception or alternative; 

(ii) Identify the labeling provision(s) 
listed in paragraph (f) of this section 
that are the subject of the exception or 
alternative request; 

(iii) Explain why compliance with 
the labeling provision(s) could ad-
versely affect the safety, effectiveness, 
or availability of the specified lots, 
batches, or other units of a medical de-
vice that are or will be held in the 
Strategic National Stockpile; 

(iv) Describe any proposed safeguards 
or conditions that will be implemented 
so that the labeling of the device in-
cludes appropriate information nec-

essary for the safe and effective use of 
the device, given the anticipated cir-
cumstances of use of the device; 

(v) Provide a draft of the proposed la-
beling of the specified lots, batches, or 
other units of the medical device sub-
ject to the exception or alternative; 
and 

(vi) Provide any other information 
requested by the Center Director in 
support of the request. 

(c) The Center Director must respond 
in writing to all requests under this 
section. The Center Director may im-
pose appropriate conditions when 
granting such an exception or alter-
native under this section. 

(d) A grant of an exception or alter-
native under this section will include 
any safeguards or conditions deemed 
appropriate by the Center Director so 
that the labeling of devices subject to 
the exception or alternative includes 
the information necessary for the safe 
and effective use of the device, given 
the anticipated circumstances of use. 

(e) If the Center Director grants a re-
quest for an exception or alternative to 
the labeling requirements under this 
section: 

(1) The Center Director may deter-
mine that the submission and grant of 
a written request under this section 
satisfies the provisions relating to pre-
market notification submissions under 
§ 807.81(a)(3) of this chapter. 

(2)(i) For a Premarket Approval Ap-
plication (PMA)-approved device, the 
submission and grant of a written re-
quest under this section satisfies the 
provisions relating to submission of 
PMA supplements under § 814.39 of this 
chapter; however, 

(ii) The grant of the request must be 
identified in a periodic report under 
§ 814.84 of this chapter. 

(f) The Center Director may grant an 
exception or alternative under this sec-
tion to the following provisions of this 
chapter, to the extent that the require-
ments in these provisions are not ex-
plicitly required by statute: 

(1) § 801.1(d); 
(2) § 801.60; 
(3) § 801.61; 
(4) § 801.62; 
(5) § 801.63; 
(6) § 801.109; and 
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(7) Part 801, subpart H. 

[72 FR 73601, Dec. 28, 2007] 

Subpart E—Other Exemptions 
§ 801.150 Medical devices; processing, 

labeling, or repacking. 
(a) Except as provided by paragraphs 

(b) and (c) of this section, a shipment 
or other delivery of a device which is, 
in accordance with the practice of the 
trade, to be processed, labeled, or re-
packed, in substantial quantity at an 
establishment other than that where 
originally processed or packed, shall be 
exempt, during the time of introduc-
tion into and movement in interstate 
commerce and the time of holding in 
such establishment, from compliance 
with the labeling and packaging re-
quirements of section 502(b) and (f) of 
the act if: 

(1) The person who introduced such 
shipment or delivery into interstate 
commerce is the operator of the estab-
lishment where such device is to be 
processed, labeled, or repacked; or 

(2) In case such person is not such op-
erator, such shipment or delivery is 
made to such establishment under a 
written agreement, signed by and con-
taining the post office addresses of 
such person and such operator, and 
containing such specifications for the 
processing, labeling, or repacking, as 
the case may be, of such device in such 
establishment as will insure, if such 
specifications are followed, that such 
device will not be adulterated or mis-
branded within the meaning of the act 
upon completion of such processing, la-
beling, or repacking. Such person and 
such operator shall each keep a copy of 
such agreement until 2 years after the 
final shipment or delivery of such de-
vice from such establishment, and shall 
make such copies available for inspec-
tion at any reasonable hour to any offi-
cer or employee of the Department who 
requests them. 

(b) An exemption of a shipment or 
other delivery of a device under para-
graph (a)(1) of this section shall, at the 
beginning of the act of removing such 
shipment or delivery, or any part 
thereof, from such establishment, be-
come void ab initio if the device com-
prising such shipment, delivery, or part 
is adulterated or misbranded within 

the meaning of the act when so re-
moved. 

(c) An exemption of a shipment or 
other delivery of a device under para-
graph (a)(2) of this section shall be-
come void ab initio with respect to the 
person who introduced such shipment 
or delivery into interstate commerce 
upon refusal by such person to make 
available for inspection a copy of the 
agreement, as required by such para-
graph (a)(2). 

(d) An exemption of a shipment or 
other delivery of a device under para-
graph (a)(2) of this section shall expire: 

(1) At the beginning of the act of re-
moving such shipment or delivery, or 
any part thereof, from such establish-
ment if the device comprising such 
shipment, delivery, or part is adulter-
ated or misbranded within the meaning 
of the act when so removed; or 

(2) Upon refusal by the operator of 
the establishment where such device is 
to be processed, labeled, or repacked, 
to make available for inspection a copy 
of the agreement, as required by such 
clause. 

(e) As it is a common industry prac-
tice to manufacture and/or assemble, 
package, and fully label a device as 
sterile at one establishment and then 
ship such device in interstate com-
merce to another establishment or to a 
contract sterilizer for sterilization, the 
Food and Drug Administration will ini-
tiate no regulatory action against the 
device as misbranded or adulterated 
when the nonsterile device is labeled 
sterile, provided all the following con-
ditions are met: 

(1) There is in effect a written agree-
ment which: 

(i) Contains the names and post office 
addresses of the firms involved and is 
signed by the person authorizing such 
shipment and the operator or person in 
charge of the establishment receiving 
the devices for sterilization. 

(ii) Provides instructions for main-
taining proper records or otherwise ac-
counting for the number of units in 
each shipment to insure that the num-
ber of units shipped is the same as the 
number received and sterilized. 

(iii) Acknowledges that the device is 
nonsterile and is being shipped for fur-
ther processing, and 
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